Brent PCT

Treatments outside Service Level Agreements TOSLA 

Policy/Terms of Reference

	1.


	CONSTITUTION 

The TOSLA  Panel  is responsible for assessing cases not covered by current Service Level Agreements with Secondary Care Providers. The Panel’s deliberations are confidential.  It will make a decision on behalf of Brent tPCT whether to fund a request for treatment based on the individual merits of the case


	2.


	INTRODUCTION

Most clinical care is either provided or commissioned by the PCT.  For commissioned services, service level agreements between the PCT and other health care providers (acute, mental health or voluntary sector) describe the range of services commissioned and for which patient groups.



	
	The majority of treatments provided by Brent Teaching Primary Care Trust (tPCT) are within specified contracts with various service providers’, however there are some instances when requests are made that fall outside the Service Level Agreements and the remit of the Prescribing and Medicines Management Group. 

Brent tPCT handles approximately six such requests per month, the majority of which are for new high cost interventions or treatments that are not covered by NICE technology appraisals or robust national guidelines. Other requests are for interventions, treatments and equipment not normally funded by the NHS, or explicitly excluded from contracts with certain providers. Currently, the decision to fund these requests is jointly taken between the Public Health and Commissioning and Modernisation departments. 

It is for the purpose of providing a more rigorous and inclusive approach to dealing with these ‘one-off’ requests that the decision has been made to include these treatments for consideration as part of the work of the Primary Care Commissioning Group - TOSLA panel. This is to ensure that decisions on funding individual treatment requests are not made on an ad hoc basis by individuals, but are reached by an evidence based approach followed by a group of appropriately qualified people. Each individual case will be considered on its merits.
 Where a request appears not to be one-off, either because there are many requests for the same health care intervention, or the frequency of the condition is such that requests are likely to be common, the TOSLA panel is not the appropriate forum for deciding whether to fund the intervention.  In this situation, the Commissioning  Directorate of the PCT will consider commissioning the intervention within a service level agreement. 

The policy sets out:
· The decision making procedure for managing requests for treatments outside SLAs

· The process for managing requests for drug treatments outside SLAs (Appendix 1)

· The list of treatments not usually available within Brent PCT (Appendix 3)
· TOSLA technical process guideline


	
	

	3.


	MEMBERSHIP 

Members should give attendance a high priority.  If a member is unable to attend, they should arrange for a suitable deputy to attend in their place. 



	
	Chair 



	· Discusses the agenda in liaison with co-ordinator

· Reviews correspondence

· Ensures that patient confidentiality is protected

· Ensures that panels are followed and the documentation is complete

· Contributes to decision making



	
	                                        
	

	
	TOSLA co-ordinator


	· Prepares agenda in liaison with chair

· Files documentation with respect for patient confidentiality

· Collates and sends out papers seven days in advance of meetings

· Contributes to decision making



	
	Secretary
	· Types correspondence

· Distributes agendas & minutes in liaison with co-ordinator

	
	PCT Strategic Pharmaceutical Adviser


	· Provides clinical advice 

· Contributes to decision making



	
	GP Member of the Professional Executive Committee 


	· Provides advice on clinical and broader PCT issues



	
	Public Health Specialist
	· Provides expertise on evidence and other public health issues

· Contributes to decision making 



	
	Commissioning representative


	· Provides advice on resource and service level agreement issues

· Contributes to decision making



	
	One non-executive Director

 
	· Contribute to decision making

	
	Clinical Governance representative
	· Provides advice 

· Contributes to decision making



	
	Advisory NHS Consultants 

Additional members may be co-opted as required and additional legal or health economics advice be sought

Clinicians representing the applicant  may attend the meeting


	· To attend as and when required 



	4.


	FREQUENCY OF MEETINGS 

Meetings will be held every month, although the Chair will cancel the meeting with seven days notice if there are no cases to consider.  

In urgent cases, the chair may call an extraordinary meeting. 

In very urgent cases, where treatment must start within 48hrs, the Chair, Director of Commissioning and Chief Executive, will make the decision. 



	5.


	AIMS OF THE TOSLA PANEL

· To make decisions on behalf of Brent PCT on funding individual treatment requests on the merits of the individual case
· To set a framework for making decisions on funding individual treatment requests

· To provide data to inform the PCT about future inclusions and exclusions in service level agreements (six monthly) 




	6.


	REPORTING

The Commissioning Director will prepare a report for the PCT Board of Directors every six months describing and analysing decisions taken, including costs incurred as a result.  This will form part of a report prepared by the Commissioning Director on outcomes of all individual treatment requests. 



	7.


	QUORUM

The required quorum for reaching a decision is four people as a minimum, which must include one commissioner, one clinician, one public health specialist and one non-executive director. 

If there is no quorum, decisions must not be delayed.  An extraordinary meeting may be held in cases of urgency.



	8.


	PRINCIPLES OF THE TOSLA PANEL 

Decisions of the TOSLA panel should:

· Be evidence-based- clinical & cost effective

· Have regard to any overriding healthcare needs of the individual patient

· Have regard to cost

· Be based on clear criteria

· Be clearly documented

· Be consistent

· Be  based on the merits of the individual case  balancing  the rights of the individual and the rights of the population

· Be communicated effectively both internally and externally



	9.


	DECISION-MAKING PANEL

Applications for individual treatment funding should be received from the NHS consultant or senior NHS professional supervising the care of the person(s)  receiving the intervention.  If a request is received from another person, for example a patient or a primary care provider, Brent tPCT should respond within seven working days to advise them that an application must be supported by an NHS Consultant or the senior NHS professional supervising the clinical care of the patient(s) concerned. 

If the request for funding originates from the practice of a GP on the panel, then he/she will abstain from the decision making process.


	10.


	PROCESS

See Appendix 1



	11.


	DECISION MAKING CRITERIA

Decisions should be based on:

· Frequency of condition

· Evidence of clinical effectiveness of the treatment
· The nature, extent and significance of the health gain

· Possible adverse effects of treatment

· Availability and clinical effectiveness of alternative approaches to care which are comparable and more cost effective
· National guidance (and its evidence base) (NICE) 
· Evidence of cost-effectiveness 

· Cost of intervention (including long term costs)

· Human Rights Act considerations
· Balance of duty of PCT towards individual, patient subgroup and towards its population

· Financial considerations 
· Any overriding clinical need of the  patient
· Other relevant healthcare issues



	12.


	CONFIDENTIALITY OF PATIENT INFORMATION

The TOSLA  panel will protect patient confidentiality.  Meetings are held in private and the public are not permitted to attend. Patient identifiable information will not be circulated, but will be held by the TOSLA co-ordinator. 



	
	Letters and other information about individual identifiable patients, must not be stored on the public health drive, and never on floppy disks or on personal hard drives. 



	
	Anonymised minutes and agendas will be available on the Public Health Drive.



	13.


	PRECEDENT 

Every individual treatment request must be assessed on its individual merits.  Previously agreeing to fund a procedure is not an agreement always to fund the procedure without recourse to the TOSLA  panel



	14.


	APPEALS PROCEDURE

If the applicant wishes to appeal, they may do so through the TOSLA Appeals procedure (see Appendix 2).  Details of this are available from the TOSLA Co-ordinator.



	15.


	CONFLICTS OF INTEREST

TOSLA panel members, including clinical expert advisers, must declare any potential conflict of interest with applicants and potential treatment providers and, if necessary, abstain from decision-making. 



	16.


	ADOPTION AND REVIEW

This policy was adopted on 
20th July 2006  to update previous guidance

Adopted by



PCT Board
Review date



July 2007 (earlier review will be undertaken should national guidance require)
Reviewing body 


PCT Board


                            Treatment  outside SLAs (TOSLA)

Policy

APPENDIX 1

Brent  Primary Care Trust

TOSLA Process 

	
	Action by
	Task

	1.


	All
	Complete Section A of Decision-making Record Part 1

All individual treatment requests to be sent to the TOSLA Co-ordinator in the first instance (wherever it is received within the PCT)

The TOSLA Co-ordinator is based in the Commissioning and Modernisation Directorate

	2.


	Co-ordinator
	On receipt of request (Part 1):

· Stamp date of receipt

· Ensure that the application for funding comes from NHS Consultant/senior professional level or , if from a patient or other person, that it is supported by an NHS Consultant/senior NHS professional
· That the patient is registered with a Brent GP

· Complete Section B

· Enter initial information on to Database

· Allocate reference number

· Forward to relevant commissioner/lead (by email)



	3.


	Commissioner
	On receipt of Part 1:

· Identify if the intervention is already covered by an existing SLA

· If treatment can be provided under another SLA without additional funding write to say which Trust 

· Complete Section C

· Forward to Co-ordinator (by email)



	4.


	Co-ordinator
	· Enter on Database

· Identify if further information is required

· Request further information from consultant  stating the deadline for reply (send them the standard letter together with Form 1 and 1a)

If the consultant does not send the required information within 12 weeks, the case will be considered closed until a further application is received


	5.


	Co-ordinator


	On receipt of additional information:

· Complete Sections D & E

· Refer to the Chair of the TOSLA  Panel  – providing all correspondence, results of the requests for information from consultant, and front sheet of decision making record

· Copy to Commissioning Manager



	6.


	Public Health Specialist
	· Complete page 1 of Part 2 (decision-making record)

· Assemble evidence and decide whether other evidence is required, for example from experts or from an independent literature search



	7.


	Chair of TOSLA Panel & Co-ordinator
	· Set date for consideration of case

· Invite relevant Commissioner/lead



	8.


	Secretary 
	· Distribute papers to TOSLA panel members 7 days prior to meeting. 

	9.


	TOSLA  Panel
	TOSLA panel meets:

· Completes the second page of the Decision Making Record (Part 2) form during the meeting

· Agrees funding or not



	10.


	Co-ordinator
	Following  decision:

· Notify applicant of : 
Funding decision





Start date of treatment

· Inform applicant within seven days of the decision not to fund

· Copy letter to:
Patient’s GP



Budget holder (Director of Commissioning)




Relevant Commissioning Manager

· The letter should provide information on:

· conditions of approval

· treatment start date (how long, etc)

· review date

· how to appeal




	11.


	Co-ordinator
	Complete database record

	12.


	Co-ordinator
	On receipt of invoices:

· match against TOSLA approval

· forward to budget holder for authorisation

· pass for payment



	13.


	Commissioner
	· Regular monitoring 

· Refer back to Co-ordinator to request TOSLA panel consider additional funding if required




TOSLA
Policy

APPENDIX 2

Brent Primary Care Trust

TOSLA Panel

APPEALS PROCESS

Introduction 

The TOSLA Panel makes decisions on funding for treatments which are not normally funded by Brent Primary Care Trust.  This document describes the mechanisms for appeals against decisions of the TOSLA Panel. 

Right to appeal 

The responsible clinician or the patient with the support of the responsible clinician may appeal a decision of the Panel when treatment is not funded.  The patient and clinician will be informed of the right to appeal in writing when they are informed of the decision of the panel. 

Reasons for appeals

Appeals may be made on two grounds:

·  (1) The need to consider additional information or change in the patient’s circumstances

· (2)  Disagreement with the decision

Appeals Panel 

Membership of the Appeals Panel where there is additional information or a change in the patient’s circumstances will comprise the usual TOSLA Panel.

Membership of the Appeals Panel where there is disagreement with the decision will comprise the following members:

· Chair or other Non-Executive Member of the Board (NED)

· Professional Executive Committee (PEC) Chair or other PEC GP member

· Chief Executive or other corporate director

· Public Health Consultant 

· Non-Executive member 

This  Appeals Panel will not include any individual who was a member of the TOSLA Panel.  The Appeals Panel will be supported by the co-ordinator for the TOSLA Panel who will organise, advise and service the Appeals Panel but will not participate in the decision-making.  The Appeals Panel will be quorate if all members are present. 

Timescales

Appeals must be made in writing by the patient or clinician within 28 days of receipt of the decision of the TOSLA Panel.  Receipt of the appeal will be acknowledged within five working days and a panel usually convened within 28 days of receipt of the appeal.  However, there may be instances when it is not possible to convene an Appeals Panel within this timescale.  In such instances, the appellant will be informed of the potential timescale and the reasons for the delay.

Procedure for appeals

The appeals Panel will only consider written information.  The following will be presented to the Appeals Panel for consideration:

· The original information presented to the TOSLA Panel

· The minutes of the TOSLA Panel

· Additional information provided by the applicant
· The Terms of Reference of the TOSLA Panel

The Appeals Panel will consider whether the TOSLA Panel:

· Followed an appropriate process

· Considered the information presented correctly

· Made a decision in line with its terms of reference

· Made a fair and reasonable decision

The Appeals Panel will take into account the Human Rights Act, other relevant legislation and the circumstances of the individual.  Where necessary, the Appeals Panel will seek advice from appropriate directors on statutory and legal requirements.


The Appeals Panel will consider all the available information and either:

· Uphold the original decision

· Substitute its own decision to fund the treatment

· Ask the TOSLA  panel to reconsider the case  
Decisions will be made by majority decision of the panel.

The reason for the decision will be recorded in minutes of the Appeal Panel.

Accountability 

Decisions of the Appeals Panel will be made in line with delegated authority from the Primary Care Trust Board.

Reporting

The patient, referring clinician and patient’s GP will be notified about the outcome of the appeal within 5 working days of the meeting.  All decisions of the Appeals Panel will be reported to the main meeting of the TOSLA Panel and through its minutes to the Board.  The TOSLA Panel will consider any lessons, which can be learnt from the appeal to guide its decision-making in other cases. 

Unless additional new information comes to light, there is no further recourse to the appeal process after this.  The patient will be advised to seek independent advice if he/she remains dissatisfied with the decision of the Appeals Panel.
Appendix 3

POLICY FOR LOW PRIORITY PROCEDURES

Brent Primary Care Trust will not normally commission the following procedures listed in Appendices 3 to 5 below unless there are exceptional circumstances. Each case will be considered on its individual merits according to the TOSLA policy.  An Appeals procedure is in place to support the decisions made against this Policy.

However, to assist applicants and decision-makers the following indicative guidelines are listed for the specified procedures:

	
	COSMETIC BREAST SURGERY  

	Date first issued:

May 2006 

Review date:


May 2007 



	There is no objective clinical evidence that cosmetic breast surgery will resolve psychological symptoms only which arise from the size and/or shape of the breast. 



	Breast Augmentation

Patients with congenital absence or gross asymmetry may be eligible if there is a related effect on health and there is a reason to believe that surgical intervention will improve health status.

Breast Reduction

An exception may be made for true virginal hyperplasia when the proposed volume of reduction is greater than 500g per side, gross asymmetry or if the patient has at least one of the following physical symptoms:

· Documented pain in the shoulders, neck, back and/or arms.  The pain should be long-standing and of increasing intensity.

· Ulceration of the skin of the shoulder or shoulder grooving from bra straps

· Intertrigo between the breasts and the chest wall

· Lordotic posture (curature of the spine) CA

· Ulnar pain from thoracic nerve root compression

· AND Body Mass index of 27 or less

· AND a waist to hip ratio of 0.85 or less for women (0.94 or less for men)

· AND usually to have a bra cup size of DD+ or more

Gynaecomastia

This procedure is not available on cosmetic grounds.  An exception may be made for post-pubertal males, who have a BMI of 27 or less and a hip to waist ratio of 0.94 or less, when the proposed volume of reduction is greater than 200g per side or for gross asymmetry.

Mastopexy

This procedure is not available on cosmetic grounds. Breast ptosis is inevitable in most women due to a combination of maturity, gravity and pregnancy/lactation.  In gross cases, when a nipple areola lies below the infra-mammary fold, patients may be eligible. 

Revision Mammoplasty

This procedure is not available on cosmetic grounds, unless the original procedure was performed locally on the NHS and the patient now has a gross deformity.  Revision mammoplasty is currently being reviewed by the British Association of Plastic Surgeons.

Correction of congenital nipple inversion

This procedure is not available on cosmetic grounds.  Nipple inversion is a common condition that responds well to conservative treatment, e.g. use of Nipplette device.

Removal and replacement of silicone implants

These procedures are not available on cosmetic grounds, unless the original procedure was performed locally on the NHS and the patient now has a gross deformity.  If treatment were originally carried out privately, the NHS would only be obliged to remove the implants to avoid further harm, i.e. from leakage or rupture.  Following the recommendation of the Department of Health advisory group (1994), and considering the published conclusion that silicone breast implants are not associated with meaningful excess risk of connective tissue disease (see e.g. Cooper 1998, Nyren et al 1998); removals of intact or ruptured silicone implants or scar capsules and replacements of silicone implants are also not routinely available on grounds of concern about risk of connective tissue disorders.  The removal of silicone implants may be indicated where they are associated with pain. 




	
	REVERSAL OF STERILISATION OR VASECTOMY



	Date first issued:

May 2006

Review date:


May 2007 



	

	It is recommended that thorough counselling be given to the patient and that the patient (and partner) have clear understanding before proceeding with sterilisation or vasectomy, ensuring that the patient is fully aware of current local NHS policy of not normally funding reversal of sterilisation and vasectomy.

It is recommended that sterilisation or vasectomy are not normally performed on those under 30, those who appear to be unstable or conflict relationships and that sterilisation is not performed during caesarean section.  Exceptions to these can be assessed during counselling.

This statement will be reviewed in light of new evidence or further guidance from NICE




	
	VARICOSE VEINS 

	Date first issued:

May 2006 

Review date:


May 2007 



	Varicose Veins

Varicose vein procedures are generally effective but surgical treatment of asymptomatic or mild varicose veins is considered to be discretionary (NHS Executive Needs Assessment 1992).

Severe Varicose Veins

Surgical treatment of severe varicose veins will be available routinely.  Severe varicose veins are those with:

· Ulcers/history of ulcers secondary to superficial venous disease

· Liposclerosis

· Varicose eczema

· History of phlebitis

· History of haemorrhage

Asymptomatic and mild varicose veins

Surgical treatment of asymptomatic and mild varicose veins will not be available routinely.

Asymptomatic varicose veins are those that present, as a few, isolated, raised palpable veins, which are not associated with any pain or discomfort or any skin changes.  The main problems are likely to be cosmetic anxiety.

Mild varicose veins are associated with moderate ankle swelling, feelings of heaviness, pain and other discomfort, with local or generalised dilation of subcutaneous veins.  Generally, only the superficial veins are involved.

Moderate varicose veins

Surgical treatment of moderate varicose veins will not be available routinely.  Moderate varicose veins are associated with the symptoms for mild varicose veins, with prominent local or general dilatation of subcutaneous veins.  They are more likely to be associated with skin changes but not actual ulceration or pre-ulcerative changes. 


Appendix 4

Ethical decision making – TOSLA technical process guideline

Version 1, July 2006: revision date June 2007
Preamble

This guideline describes the process necessary to ensure a minimum standard for technical briefs produced for TOSLA panels in Brent PCT.

Such a brief will cover:

· Appraisal of the patient’s problem.

· Systematic search for evidence, as defined below.

· Appraisal of the evidence on the intervention in relation to:

· The effectiveness of any proposed intervention.

· The harms of any proposed intervention.

· The cost-effectiveness of any proposed intervention.

· Recommendations for any conditions attached to funding or not funding the treatment.

· cost of the PCT funding or not funding the treatment

The process 

On receipt of a Tosla notification, it will be registered in a TOSLA database. The documentation should contain:

· Patient ID code which will not identify the patient’s name or address. 

· Age, General Practice identification, hospital if relevant.  

A. Search for evidence: 

Search the following sources for evidence of: effectiveness; costs of the intervention; length of time intervention is likely to last-whether it is acute or maintenance; and finally, cost-effectiveness;.

Medline, Embase, Cochrane Library and Psychlit (where relevant)

HTA programme at Wessex

York CRD (enter into NCCHTA database as well)

Regional Drug and Therapeutics Centre, Newcastle

NHS Prodigy 

NHS UK Medicines information

NICE 

SUMsearch

SIGN

Scottish Medicines Commission 

DARE

ARIF Aggressive Research Intelligence Facility.

Bandolier .

Controlled Trials Registers

International centres.

These can be accessed from one web site: the ‘wiki public health search page: 

http://s143407022.websitehome.co.uk/phlearningwiki/index.php?title=Internet_search_engines
Drug manufacturer, if appropriate. 

Other known sources, such as other PCTs.

If not already supplied, ask the clinician involved for evidence using the Brent TOSLA form.

Ask experts on the topic, e.g. relevant Royal College or Professional body guidelines, 

Determine licensing and ‘NI|CE’ status of drug.

Search for evidence on next best alternative treatment or options for treatment if not included in presented evidence.

B. Patient healthcare characteristics

· Does patient meet existing guidelines criteria for effectiveness of therapy and patient selection criteria, e.g. risk group of patient 

· In hierarchy of evidence scale, where is the evidence? 

· If relevant, speak to: GP, hospital clinician, patient, patient representative, representative patient organisation, research staff.  

C. Critically appraise the evidence

Appraise the evidence, using established critical appraisal checklists
 See Appendix as a good example of such an appraisal from ARIF.

Appraise effectiveness using the framework:
· How much better than existing interventions in terms of time to adverse end point, overall survival and quality of life.

· Length of effect (how much is known about long term effectiveness and harms –have there been adverse events).

· Present the results in terms of the trial results, if possible in odds ratios of symptoms or time, numbers of patients and confidence intervals.

· Blinding (or masking) is crucial-there is evidence that unblinded trials are biased and produce a greater ‘treatment effect’ (difference between intervention and control groups) than blinded or masked trials.

Conflicts of interest 

Was the trial completely free of interested groups such as commercial organisations? There is evidence that sponsored trials produce biased treatment effects compared to totally independent trials.

Appraise cost effectiveness

Attempt to estimate cost per quality adjusted life year (QALY) or a ‘quasi’ QALY, from data on costs of the drug, the estimated time of any effect and an estimate of the quality of life of that time. A QALY is a standardised measure of the life-long valued benefit (or ‘utility’) to a patient arising from a treatment. Cost includes not only direct life-long financial costs to the patient and the NHS, but also direct harms to the patient and indirect costs to patients and wider society. It is essential to use available health economic modelling (‘cost utility’ modelling). Very often this will require a degree of health economics expertise which we do not have in Brent public health directorate: much of the treatment evidence comes from advanced, complicated economic modelling. 

D. Prepare brief for TOSLA panel

This can be prepared using earlier briefs as models.

� http://ehims.org.uk/phlearningwiki/index.php?title=Critical_appraisal





